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DETAILED ACTION 

1 . Claims 1-4 have been examined. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
OfTice action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

3. Claims 1-4 are rejected under 35 U.S.C. 102(b) as being anticipated by 
SuHA/it et al (US Pat# 6,024,699, hereinafter Surwit). 

A. As per claim 1 , Sunvit discloses a data collection and monitoring system, 
comprising: 

a. a remote collection unit means for collecting medical data, validating 
said collected data, and storing data therein (SuoA/it: Fig 2; col 7, Ins 1 5- 
64); 
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b. instruction means within the remote collection unit for guiding the user 
of the data collection and monitoring system through various procedural 
steps for the collection of data (Sun/\/it: col 8, Ins 3-6); 

c. display means on the remote collection unit for displaying data, 
instruction windows and graphics pertaining to each protocol study to the 
user of the remote collection unit (Sun^/it: Fig 2, item 22); 

d. input means connected to the remote collection unit to allow the user of 
the remote collection unit the ability to interact with the data displayed in 
real time, wherein the user may edit the information shown on the display 
or input new information into the remote collection unit (Surwit: Fig 2, item 
24; col 8, Ins 18-36); 

e. interface means connected to the remote collection unit for downloading 
new or updated protocol details from the design repository and uploading 
data from the remote collection unit to the data repository (Sun/vit: Table 1; 
Fig 1, item 13; col 7, Ins 47-55. The Examiner considers the PAC server 
to be a form of design repository); and 

f. a main computer system connected to the interface means for receiving 
the uploaded data for further processing and downloading new or modified 
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collection instructions to the remote collection unit (SunA^it: Fig 1 , item 14; 
col 9, Ins 25-67). 

B. As per claim 2, SunA/it discloses the method according to claim 1 , wherein 
a method for defining parameters for data collection on the remote collection unit 
is defined, comprising the steps of: 

a. creating, changing, or deleting protocol details, component parameters, 
and data values and storing those details, parameters, and values in a 
design repository (SunA/it: col 18, Ins 45-58); 

b. generating a set of source code using the values stored in the design 
repository as input (Surwit: col 1 1, Ins 26-29, reads on "...modify illness- 
specific software..."); 

c. further generating a target application from the source code generated 
from the values stored in the design repository (Surwit: col 11, Ins 29-32, 
target application reads on "dosage algorithm"); 

d. transforming the target application into a form that can be deployed on 
the remote collection unit (SunA/it: col 19, Ins 40-48, reads on "published"); 
and 
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e. transmitting the transformed target application to the remote collection 
unit (Sunvit: col 8, Ins 47-53). 

C. As per claim 3, Surwit discloses a method for consolidating data collected 
by the remote collection unit as recited in claim 2, comprising the steps of 

invoking a data import and export module to upload the collected data 
from the remote collection unit to one or more of a plurality of centralized 
data repositories (Sunwit: Table 1 , col 7, In 64 to col 8, In 6, one or more 
data repositories reads on "PAC server".). 

D. As per claim 4, SunA^it discloses a method for consolidating data collected 
by the remote collection unit as recited in claim 2, comprising the steps of: 

a) invoking a data import and export module to upload the collected data 
in a hierarchical configuration from the remote collection unit to one or 
more of a plurality of site-managed data repositories (Surwit: col 10, Ins 
24-33, site-managed data repositories reads on CMC. Note the CMC can 
communicate directly with the PPM); 



and 
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b) transmitting data from all site-managed data repositories to a 
centralized data repository (Surwit: Table 1 , col 7, In 64 to col 8, In 6, 
centralized data repository reads on "PAC server"; col 10, Ins 24-33, note 
that the CMC can communicate with the PAC server). 



Conclusion 

4. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The cited but not applied patent prior art discloses 
systems for managing patient health care information (US Pat#s 5,301,105 
6.283,761). 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Martin A. Gottschalk whose telephone 
number is (571) 272-7030, The examiner can normally be reached on Mon - Fri 
8:30 - 5. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Joseph Thomas can be reached on (571) 272-6776. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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